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ODbjectives

1. Discuss quality processes in sterile processing

2. ldentify common breeches and key aspects of flexible endoscope reprocessing
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CDC Directive 1 Sept. 11, 2015
Updated Oct 2, 2015

Immediate Need for Healthcare Facilities to Review Procedures for Cleaning,
Disinfecting, and Sterilizing Reusable Medical Devices

éeHeal t hcare facilities (e.g., h o
clinics, and doctorso6 offices) t
are urged to immediately review current reprocessing practices at

their facility to ensure they (1) are complying with all steps as

directed by the device manufacturers, and (2) have in place
appropriate policies and procedures that are consistent with current
standards and guidelineseé.

http://www.emergency.cdc.gov/han/han00382.asp
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Instruments increasingly complex
Longer and more narrow lumens

Variety of materials
Expensive need for rapid turn around

Instructions for use/maintenance (IFU) are problematic
Expanding knowledge base

Intense focus from JCAHO, etc.

Need for critical thinking skills



LO0Qa | bSé 51 &

Few credentialing requirementsr SPD personnel
Growth In related guidance/standard/regulatory documents

More than ever there is a need for IPs and SPD personnel to

collaborate
There Is a mutual need to understand processes and roles




The Instruments

Hard to trace an instrument to an infection yet SPD Is often the
first place that is investigated when there is a SSI of unknown
origin.
Beginning to gather data tying faulty instrument processing to
surgical site infection

Think endoscopes

Beginning to gather data tying faulty instrument design to
Inadequate processing



The Instruments
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The Instruments




The Instruments




Step 1- Guidelines /Resources

Gather resources aaml

ANSI/AAMI ST79
Cormpredeniive gude €3 Fwam

Familiarize staff with professional guidelines

ANSI/AAMI ST/Qomprehensive Guide to Steam
Sterilization and Sterility Assuran2@13

ANSI/AAMI ST 9Elexible and Sennigid endoscope
processing in Health Care Facilitk®d.5

AORN; Guidelines and tools for Sterile Processing
Personnel2014

AORN; Guideline for Processing Flexible Endoscopes /
2016 AAMI




Instructions For Use (IFU)

Absentc¢ do not exist

Vague
Lack of standardization (water temp, time, methods etc.)
Hard to obtain

Updates¢ When? How notified? Dated?
Not comprehensive



Instructions for Use

IFUs must be readily available

Staff must be very familiar with accessing
Need to be up to date
Need to cover wide range of instruments

Must have IFU for washer and other cleaning equipment, sterilizers,
packaging, device, monitoring devices (chemical indicators, biological
Indicators, etc.)



Step 2- Cleaning at Point of Use

The most critical step in instrument processing is cleaning
CLEANING BEGINS AT POINT OF USE

Manydevices difficult to clean

Delay in cleaning can compromise the sterilization process
Cleaning can take a long titne

AAMI ST79 sec. 6.3




Tag or otherwise
identify damaged
Instruments




How 1becomes more than 2 million
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Step 2 Transport

Contaminated instruments transported in legkoof container,
colored or labeled with biohazard symbol

OSHA CFR 29 1910.1030




Biofilms

Staphylococcus aureus
on a catheter



http://www.google.com/url?sa=i&rct=j&q=biofilms&source=images&cd=&cad=rja&docid=FxdkRWa53UrJoM&tbnid=3oe-w8sbgIYq2M:&ved=0CAUQjRw&url=http://prometheus.matse.illinois.edu/glossary/biofilms/&ei=rBUcUYfxD6m90AGm3IHADQ&bvm=bv.42261806,d.dmQ&psig=AFQjCNGROGvowHvZaW7KE5q6RbtT1huJkg&ust=1360881388768372
http://www.google.com/url?sa=i&rct=j&q=biofilms&source=images&cd=&cad=rja&docid=FxdkRWa53UrJoM&tbnid=3oe-w8sbgIYq2M:&ved=0CAUQjRw&url=http://prometheus.matse.illinois.edu/glossary/biofilms/&ei=rBUcUYfxD6m90AGm3IHADQ&bvm=bv.42261806,d.dmQ&psig=AFQjCNGROGvowHvZaW7KE5q6RbtT1huJkg&ust=1360881388768372

Biofilms and Surgery

Many SSis the result of biofilms
Biofilms love moist lumens

Biofilms love implantg not just joints

Tissuesurrounding implants have reduced blood vessels so less
antibiotic delivered to site and fewer macrophages delivered

Infection from biofilm serioug may require 1,000 times
dose of antibiotia; encourage resistance



Step 3 Cleaning

Dedicated decontamination area
Decontamination area separate from clean area
Pass through window

Ambulatorycg partition 4 feet high, width of the
counter, 4 feet separation

Standard processes
Workflow always dirty to clean

Three sinks ideal

AORN Guidelines for Environment of Care Pémt Guidelines for Perioperative Practic2016
AAMI ST 79, Sec.3.3.7.1
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Evaluation of disinfection and sterilization of reusable
angioscopes with the duck hepatitis B model

X. Chaufour, MD; K. Vickery, PhD; Sydney, Australia; J Vasc Surg 1999; 30: 277

Contamination N = 231

- 282.

Flushing of angioscope wtith 5m|

Improper cleaning

of sterile water

N=105

Surgery in 1 day old ducklings

Proper Cleaning
Submerging in clean tap water,
brushing and flushing. Submerging in Enzymatic
detergent and flushing with detergent mix. Brushing
and soaking(10 min) before flushing and rinsing
with tap water N - 88

Disinfection 2% Glutarald.
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Evaluation of disinfection and sterilization of reusable

angioscopes with the duck hepatitis B model
X. Chaufour, MD; K. Vickery, PhD; Sydney, Australia; J Vasc Surg 1999; 30: 277 - 282

Microbiological Results

Improper cleaning Proper cleaning

Disinfection 2% Glutarald. Disinfection 2% Glutarald.
5 min 10min 20min 5min 10min  20min
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The Detergent




Mechanical Cleaning

Ultrasonicg test daily

Washer/disinfector tested weekly (preferably daiyglocumented or
recorded

Routine maintenance and preventive maintenaiqaiocumented

AAMI ST79, Sec. 7.5.5



Loading the Washer

Load to ensure contact

Not jammed together
Instruments opened

No closed containers
Filter plates removed



2 K | wr@rdgwith this picture?

T Washertunnel drain screen not cleaned

T Clean daily
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